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- The MAILING DATE of this communication appears on the cover sheet with the correspondence address — 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
eamed patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )^ Responsive to communication(s) filed on 12 June 2008 . 
2a )^ This action is FINAL. 2b)n This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) ^ Clalm(s) 13-29 is/are pending in the application. 

4a) Of the above claim(s) 18 and 20-29 is/are withdrawn from consideration. 

5) \Z\ Claim(s) is/are allowed. 

6) IEI Claim(s) 13-17 and 19 is/are rejected. 
/)□ Claim(s) is/are objected to. 

8) 0 Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) 0 The specification is objected to by the Examiner. 

10)0 The drawing(s) filed on is/are: a)^ accepted or b)^ objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held In abeyance. See 37 CFR 1.85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
1 !)□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12)0 Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
a)n All b)n Some * c)^ None of: 

1 .□ Certified copies of the priority documents have been received. 

2. n Certified copies of the priority documents have been received in Application No. . 

3. n Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 

1. Applicants' amendment of 6/12/2008 has been acl^nowledged. . Claims 13 and 19 
have been amended. Specification multiple pages has been amended. 

2. Declaration under 37 C.F.R. 1 .132 of Laura Ferrer Soler filed 6/12/2008 has 
been acknowledged 

Status of Claims 

3. Claims 13-29 are pending in this application. Claims 1-12 have been canceled in 
a previous amendment. Claims 13-17 and 19 are under consideration. Claims 18 and 
20-29 have been withdrawn from further consideration. 

Election/Restrictions 

4. Applicants argue that Reimer et al do not disclose a mutant strain which 
comprises a mutation in at least one region of A gene for apxl and apxil. The office 
does not agree with applicants' arguments as mentioned in the previous action. 
Assuming if the applicants assertion that Reimer et al do not disclose a mutant strain 
were true, the claims still lack unity of invention because each group of l-IV as 
mentioned in the restriction mailed 10/02/2007 has a special technical feature that is not 
required for the other groups. 

The special technical feature of group I is a strain o1 Actinobacillus pleoropneumoniae 
APR. 

The special technical feature of group II is a strain o1 Actinobacillus pleoropneumoniae 
CECT 5985. 

The special technical feature of group III is a strain of Actinobacillus pleoropneumoniae 
CECT 5994. 

The special technical feature of group IV is a method of obtaining an organism. 

The requirement is still deemed proper and is therefore made FINAL. Claims 13-17 
and 19 are under consideration. Claims 18 and 20-29 are withdrawn from further 
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consideration pursuant to 37 CFR 1 .142(b), as being drawn to a nonelected 
inventions. 

Objections Withdrawn 

5. Objection to the specification made in paragrapli 3 of tiie office action mailed 
2/13/2008 has been withdrawn in view of applicants' amendments of 6/12/2008. 

Rejections Withdrawn 

6. Rejection of claims 13-17 under 35 U.S.C. 101 made in paragraph 8 of the office 
action mailed 2/13/2008 has been withdrawn in view of applicants' amendments of 
6/12/2008. 

7. Rejection of claim 19 under 35 U.S.C. 1 12 first paragraph made in paragraph 10 
of the office action mailed 2/13/2008 has been withdrawn in view of declaration under 
37 C.F.R. 1 .1 32 of Laura Ferrer Soler filed 6/1 2/2008. 

Rejections IVIaintained 
Claim Rejections - 35 USC § 102 

8. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a 
foreign country or in public use or on sale in this country, more than one year 
prior to the date of application for patent 
in the United States. 

9. Rejection of claims 13-17 under 35 U.S.C. 102 (b) made in paragraph 12 of the 
office action mailed 2/13/2008 is maintained. 

The rejection was as stated below: 
Claims 13-17 and 19 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Maclnnes et al. US 6,019,984 
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Claims are drawn to an immunogenic, non-hemolytic >Acf/>7o£)ac///us 
pleoropneumoniae strain comprising a mutation in a least in one region of the 
apxIA gene and optionally a mutation in a least in one region of the apxIlA gene. 
Maclnnes et al. teach immunogenic, non-hemolytic y4cf/nojbac/7/us 
pleoropneumoniae strains comprising a mutation in a least in one region of the apxIA 
gene and optionally a mutation in a least in one region of the apxIlA gene (see abstract 
and claims and columns 1-4). Maclnnes et al. teach deletion mutations, apxIA and 
apxIlA (see claims 6-12 and column columns 3 and 4 and figures). As to product of 
claim 19 and product of Maclnnes et al. they are indistinguishable (see columns 13-14). 
Maclnnes et al. teach do not explicitly teach nucleotides 886 to 945 of apxIA gene, 
however, such limitation would inherent in the full sequence of apxIA taught by 
Maclnnes et al. The prior art anticipates the claimed invention. 
Applicants' arguments filed 6/12/2008 have been fully considered but they are not 
persuasive. 
The applicants argue: 

• Maclnnes is directed to a method of preparing a vaccine in which the 

microorganism has at least one RTX toxin which is substantially cell-associated. 
However, "substantially cell-associated" as defined at column 8 in Maclnnes is 
not a mutation. Also, even though Maclnnes discloses a modified App strain, only 
the B and D genes is modified (column 30 and claims 6-12 of Maclnnes). 
Maclnnes does not disclose at least one mutation in the transmembrane domain 
of the A gene of apxl or optionally apxil. 
Maclnnes teach transposon mutants of different strains and APX toxins from 12 
different serotypes o1 Actinobacillus pleoropneumoniae strains (see figures 3, 16, 17, 18 
and 19). Maclnnes also teach that outer membrane proteins o1 Actinobacillus 
pleoropneumoniae can be altered by changing the growth conditions (see column 22). 
10. Rejection of claims 13, 14, 15, 17 and 19 under 35 U.S.C. 102 (b) made in 
paragraph 13 of the office action mailed 2/13/2008 is maintained. 
The rejection was as stated below: 
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Claims 13, 14, 15, 17 and 19 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Prideaux et al. US 6, 0472,183 B2. 

Claims are drawn to an immunogenic, non-hemolytic >4cf/>70ibac///us 
pleoropneumoniae strain comprising a mutation in a least in one region of the 
apxIA gene and optionally a mutation in a least in one region of the apxIlA gene. 

Prideaux et al. teach immunogenic, non-hemolytic /Acf/nOibac/7/us 
pleoropneumoniae strains comprising a mutation in a least in one region of the 
apxIA gene and optionally a mutation in a least in one region of the apxIlA gene 
( see abstract and claims and columns 1-2). Prideaux et al. teach deletion 
mutations, apxIA and apxIlA (see claims 1-4 and column columns 3 and 4). As to 
product of claim 19 and product of Prideaux et al. they are indistinguishable (see 
columns 8, 20 and examples 5-6). The prior art anticipates the claimed 
invention. 

Applicants' arguments filed 6/12/2008 have been fully considered but they are not 

persuasive. 

The applicants argue: 

• Prideaux is directed to a modified APP strain comprising an RTX A gene and an 
inactivated RTX C gene, so that the C gene is mutated. Prideaux does not 
disclose at least one mutation in the transmembrane domain of the A gene of 
apxl or optionally apxil. 

Prideaux et al. teach mutated A gene of apxl ( see example 4 , column 14) 
wherein apxl A gene and a Kanamycin resistance gene linked to T5 promoter was 
resulted in transformants which were Kanamycin resistant and produced white 
colonies. 

Conclusion 

11. No claims are allowed. 

12. THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 .136(a). 
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A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action Is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status Information for unpublished applications is available through Private PAIR only. 
For more Information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Khatol Shahnan-Shah whose telephone number is 571- 
272-0863. The examiner can normally be reached on Monday-Friday 7:30 AM-5:00 PM 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Robert Mondesi can be reached on 571-272-0956. 

The fax phone number for the organization where this application or proceeding 

is assigned is 571-273-8300. 

Khatol Shahnan-Shah. B.S., 
Pharm, M.S. 

Biotechnology Patent Examiner 
Art Unit 1645 
September 15, 2008 



/Robert B Mondesi/ 
Supervisory Patent Examiner, Art Unit 1645 



